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earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 02 February 2008 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-6,25-57 and 59-63 is/are pending in the application. 

4a) Of the above claim(s) 1-6,25-42,53-57 and 59 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 43-52, 60-63 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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20 Certified copies of the priority documents have been received in Application No. . 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Applicant's response filed on 2/2/2008 is acknowledged. 

Applicant's arguments over the 35 USC 112, first paragraph rejection have been 
fully considered and are found persuasive. Accordingly, the rejection is hereby 
withdrawn. 

Applicant's argue over the 35 USC 102(e) rejection over Kyle that the priority 
application (60/41 1,084) does not teach that VR1 antagonists in general are useful in 
the treatment of addictive disorders. Applicants point to the teaching that the 
compounds of the invention treat addictive disorders by inhibiting mGluRI function. 

In response to the above argument, it is noted that the priority document teaches 
that Thiadiazolepiperazine compounds antagonize different receptors or receptor 
subtypes. Among the receptors that the compounds are taught to antagonize include 
VR1 receptors, meaning that the compounds are considered as VR1 antagonists. 
Regardless of the mechanism of action, it is also taught that the compounds treat 
addictive disorders. Accordingly, the priority document does disclose that a VR1 
antagonist treats addictive disorders. 

Applicant's arguments over the 35 USC 103 rejection have been considered. 
Applicants refer back to the previous Office Action in which the 35 USC rejection over 
Kyle in view of Bakthavatchalam (US Patent 7,074,799) was withdrawn because the 
patent was commonly assigned with the present application. Applicants assert that that 
the rejection was improperly used and should be withdrawn. 
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It is noted that the rejection in the last Office Action was not over 
Bakthavatchalam (US Patent 7,074,799) but over Bakthavatchalam (US Patent 
6,723,730). There is no clear indication that the reference and the present application 
were commonly owned at the time of the present invention. Accordingly, the rejection is 
maintained. 



Claim Rejections - 35 U.S.C. § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claim 43-45 and 48-50 rejected under 35 U.S.C. 102(e) as being anticipated by Kyle 
etal. (US Patent 6,974,818). 

Kyle et al. teach compounds that inhibit vanilloid receptor 1 (VR1 ) function in a 
cell (Col. 12, lines 19-22). These compounds are administered to animals of need of 
treatment for addictive disorders, including opioid dependence (Col. 5, lines 19-30, Col. 
31, lines 18-25 and Col. 32, line 32). Example 6 outlines a study proving that the 
compounds of the Kyle et al. invention are capable of decreasing morphine self- 
administration (thereby inhibiting tolerance), which is a model for an addictive disorder. 
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Claim Rejections - 35 U.S.C. § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 46-47, 51-52 and 60-63 rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kyle et al. (US Patent 6,974,818) as applied to claims 43-45 and 48- 
50 in the above rejection, in view of Bakthavatchalam et al. (US Patent 6,723,730). 

Bakthavatchalam et al. teach VR1 antagonists that exhibit Ki values less than 1 
micromolar and 100 nanomolar (Col. 17, lines 30-38). Further Bakthavatchalam et al. 
teach various VR1 receptor antagonists that are multi-aryl (see Table III). 

Accordingly, it would be obvious to a person of skill in the art to combine the 
inventions of Kyle et al. which teach that compounds that inhibit the VR1 receptor are 
effective in inhibiting the development of tolerance to narcotic analgesics, namely 
morphine, with the invention of Bakthavatchalam et al. which teach various VR1 
antagonists with the claimed K values and compounds that are multi-aryl. One would 
be motivated to combine the prior art references because it is taught by Kyle et al. that 
VR1 antagonists are useful in treating addictive disorders and because 
Bakthavatchalam et al. teach VR1 antagonists, one would reasonably expect the same 
result of inhibition of tolerance to narcotic analgesics. 
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Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Renee Claytor whose telephone number is (571 )272- 
8394. The examiner can normally be reached on M-F 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Renee Claytor 

/SREENI PADMANABHAN/ 

Supervisory Patent Examiner, Art Unit 1617 



